
OCT 1 1 2011

5. 510(k) Summary

Device Trade Name: Apex Kirschner Wires and Steinmann Pins

Manufacturer: Apex Tools & Orthopedics Co.

Contact: Apex Tools & Orthopedics Co.
25 Yonghua, Yonghe, OETDD
Guangzhou, Guangdong,
CN-51 1356
CHINA
Phone: 86 20 82986918
Fax: 86 20 82986913

Prepared by: Musculoskeletal Clinical Regulatory Advisers, LLC
1331 H Street NW, 12"'h Floor
Washington, DC 20005
Phone: (202) 552-5800
Fax: (202) 552-5798

Date Prepared: August 4, 2011

Classifications: 21 CFR 888.3040, Smooth or threaded metallic bone
fixation fasteners.

Class: 11

Product Codes: HTY and JDW

Indications For Use:
The Apex Kirschner wires and Steinmann pins are indicated for use in fixation of bone
fractures, for bone reconstructions, as guide pins for insertion of other implants or
implantation through the skin so that traction may be applied to the skeletal system.

Device Description:
Apex Kirschner Wires and Steinmann Pins are available in several diameters and lengths,
in both threaded and non-threaded designs with a variety of point geometries.

Substantial Equivalence
The Apex Kirschner Wires and Steinmann Pins are substantially equivalent to the
following devices: Evergreen Orthopedics Research Lab, Kirschner wires and Steinmann
Pins (K102215); DePuy Inc. Sterile Kirschner Wires and Steinmann Pins (K960385);
OrthoPro, LLC OrthoPro Steinman Pins and Kirschner Wires (K070555); Treu-
Instrumente GmbH Treu Bone Fixation Screws and Pins (K083912); with respect to
indications, materials, and technological characteristics.



11I2-2:5q (2/a)

Preclinical Testing:
The Apex Kirschner Wires and Steinmann Pins have similar physical dimensions,
materials and technological characteristics as the identified predicate devices, and Apex's
substantial equivalence rationale is based on comparisons of these parameters.
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Received: August 5. 2011

Decar NMr. Lianz:

We have reviewed your Section 5 1 0(1k) premarket notification of inteiit to market the device
It el-enced above and have determined thre device is substantially equivalent (Ibor the indications
lb01 uIse stated inl thre eclCosure) to legally marketed predicate devices marketed in interstate
commerce prior to Mlay 28, 1976, thie enactment date of the Nieclical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not reqluire approval of a premarket approval application (l'MA).
YOU may, therefore, mar ket thie device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requiremnts for alnnual registration, Ilisti ng of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
aIdulteration.

If your device is classified (see above) into either class 11 (Special Controls) or class I (PMA> it
may be subject to additional controls. Existing major regulations affecting your device canl be
to Lnd in the Code of Federal Regulations, Title 21, parts 800 to 898. In addition, FDA may
publish further announcements concerning your11 device inl thre Federal Register.

Please be ad vised that FIDA's issuance of a substantial equivalence determination does not mlean
that FDA has made a dleterm ination that your devi cc complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agzencies. YOU mu1Lst
comply wvith all the Act's requiremnents. inlu~hding, but not lim ited to: registration and l istingW (21I
CFR Part 807); labeling (2 1 CFR Part 80 1); medical device reporting (reporting of medical



Plane 2 - Mr. Scott Liam,

device-related adverse evenits) (21 C FR 803); goodI manUfacturing practice req tLiirements as set
Ibribi in the p tl ity S% Steins (QS) regu11.lation (2 1 C FR Part 820); and] if ap plIicable , thee elctronI)ic
I)rtlictI radiation controlI provisions (Sect ionis 531-542 of the Act); 2 1 CF-R 1000- 1050,

I fyou desire specific ad vi ce for your device on our labelI i ng regulation (21 C F R lPart 80 1), I)le ase
no to litti)://\%rvwf.ui.o\/AboiFD"IA/Cein~tsOftices/CL)RH/C1)IvildOfFices/uicim 115809.htrn for
the Center for Devices and Radiological H-ealth's (CDRJ-l's) Office of Compliance. Also, please
note the regulat ion e ntit Il, "N4 is branding byr it erence 10 preinarket notification" (2 I CF R P art
807.97). For1 queIstions reCgarding thle reportinIg of adverse events uinder the M4DR r'egulationl (2 1
CJR P'art 803)), lplease go to

htt://ww~tlaao/Meica Deice/Sltt/ReortI~rb~in/e~b~t~tmfor the CDRI-l s Office
ofSI Surveice and Bioinctrics/Division of Postmarket Surveillance.

YOU inax obtain other general inform1ation Onl \our respoinsibili ties tinder the Act fromt the
D)i vision of7 Small MIan ettUICIrS. Intiernational and Consumer Ass istlance at its toll -free n i iber

(800) 638-2041 or (301) 796-7100 or at its Internet address

Sincerely yours.

Mlark N. Mlelkerson 0e pft"
Director
Division Of Surgical, Orthopedic,
and Restorative Devices

Office of Device Evaluation
Center for Devices and

Radiiological 1-leal th

LoClOSUre



4. Indications for Use

5 10(k) Nub le r (if known): -6 112 2.lSRk

Device Naime: Apex K irschner Wires and Ste inmnn nPins

The Apex Kirschiner wires and Steinmnann pins are indicated for use in fixation of
bone fractur1es, for bone reconstrictions. as guide pins for insertion of'other implants
or implantation throtigh1 the skin so that traction may be app lied to the skeletal
wsstem.

Prescription Use JN O Over-The-Couner Use
(Part 21 CUR 801 Subpart D) AN/R (21 CUR 80 1 Subpart C)

(PLEASE DO NOT WRITE BELO\V TIS LINE-CONTIl'NUE ON ANOTI-IR PAGE
IF NEEDED)

Con1currece1 of CDRH.l 01ffi e of D vice 'v, a Ition (OD)E)

('DivisionSign-o f) l
Division Of Surgical, Orthopedic,
and Restorative Devices

5 10(k) Number


